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Michelle A. Smith, FJ’h.11. 
200 “C” Street, S.W., Room 4133 
Washinglon, DC. 20204 

U.S. Mod and Drug Administration 
Center fbr Food Safety and Applied Nutrition 

FDA I l’%partment of Health and Human Services 

RR Docket Nos. 991) - 4488 and 99Q - 44x9 

Michelle, 

The following are some of my own personal comments on the sprouting industry, and my 
response q&i the recommended @Mines. Althougtr my personal commcnb may 
nut be devant to Itic reco mmcnded guidelines, they are relevant to the Rtatt of the 
industry aI the present lime. Thank you in advance for aqy consideraric~na that may lx 
taken. 

While there hrvc been incidcncc~ of pathogcwic outbreaks, and ultimaCcly it is the reason 
for tie reccnl guideline bet forth for tltc sproulinl: indu.st~-y, 1 view the problem much 
Larger than just the outbrcrks. 

At the prostnt linx there arc few .sprout growers whoosc: f’acility would pw~ as true fixK1 
processing facilities, and fewer yet using any control points as SIandart c)Fcraliny 
Proceclurcu to help prevent or eliminate any human patbogcnu l’rom entering our food 
supply. As noted in the recommendations, soed prqxluctiq seed pro&era, and .ueed 
distibutolrs 3rc also a problem that mu.55 he ;rdt&~scd, 

There are some growera in busincsrlz that should never have been granted a EXKL 
processing license by the local inqzctors. 1 believe this has been done due to tbc I&t that 
qmmter# hnw l%en viewed aa growing agricubal prcxiu~rs indoors, and somehow their 
practices and facilities have hcen accepted. I have argued for 10 years that we must be 
viewed as food pmcesm~, and I knew that by nol upgrading the industry to that level, 
given ~n;nough time, be indusby would be in the state thal it is in today (at a cririx level). 

While there are many sprout companies who have been rcxponsible annul have taken a~eps 
to help make their product and the industry safiq they arc now paying the price for thrae 
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who have igmxd the problems in the industry. lkcauw the industry has not had any 
manclatou guidelines that should have been implemented and enfore~id years ago, the 
industry is now facing what 1 fuel arc unreasonable requirem~tb. Thor companies that 
have c;ndeavored to achieve a level of& productk now have to past the price hecause 
of those who luw not. This inclltclts tvtryonc fIom the 144 proc+s~fl to the growcrs. 

1. Is it felrlly necessary to tclrt every crop? 

If the grcatzst yotenti~t p-&km is pathogens on the SW!, then seed pnduccrs must be 
hcln accountable for treating and handling szcds 88 food products. II& mcana nat #toting 
tlim in barns ar wi1cl~o~~~v5 tint nre not t?md gmtle kiiitics. This also means 
a~ountability tirotu Ihe time it is l~rvc&.xI arr seed to the time it ir deliwxad to the sprout 
gowcr. It should be mandatory at this lime that all seed suppliers have IIACCT’ programs 
in place, which would include adequate testing methods fo insure sprout growers that 
they art reasonably sux the seed they are pur&asing ark free of pathop,ens. L4ll seed 
prroducxry and di&but<lru for the sprc&q indusky should bc insptod and rqplatsd 
imrnediatety. 

Aaauming the conditions in the alx~ paragraph were in place. lfa apmut grower ir, wing 
UK= same .rced lot for a fang period oftime, and they have impfcmcnw.l a regular testing 
program (say once ;I w,trek), would ti noi be an adequate indicator that the seed ir fize 
of pathogcna’? 

2. TN it really ncck%wo;rry to view arch drum as a batch, and not views multiple drums 
UC an entire days harvest a~ u batch? 

I believe that by Ming a voluttrc of’sced as b&g the c;rikria for a batch, and not a piccc 
oftyuipment (ie. Qumr), the same le~l ol’ ol&Jctive testing (a8 in fe:commt!~ded) could 
bc achiovcd. Ewe set the limit &, say 2OfI lhs.? it would nor mater how many drum,, or 
trays ww planted, the cul off pint for rhc hatch would by 2OU lb~. 

If hat was divided into 4 duna, and test wa tcr was taktu, from each drum (100 ml), and 
a composite of the four drums WLH tented (400 ml), in should give: UR ath adequate le9t if 
pathogens were prcscnt. &ly reasoning is this: 

Tt is an acqted fact that Lhe physical rcquiremente for tha growtl~ ofbac1t;ti as idol in 
the qr0uting envitoumt~l. Keeping this in mind, and Ihe fact that thy generation time 
for E. cdi and SnlmonslcU uader these conditions is approximately 20 tx, 30 minutes, the 
exponential gnxvth is lxmendoux Even aflcr a lag phase or 8 to10 hours, the growth 
after an additional 10 hours would be over 1 billion, md in 24 hvunr it would bc a 
number trailed by 21 ;~m)s. When raking I.00 ml of water ftom a drum. after 24 to 48 
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hours it wt~~kl he ncmly impossible ?IQ$ t.o detect E. coli or Sulmomsf~c~ using a \ralicl 
tcdng m&xl. 1 believe that WC should have rckc;arch done on this. 

3. IS it nc~ewuy to l&e two samples four erch batch? 

While it is common practice: for the scientific; community to pcxform two tests side by 
side to insurc ;wcw;rt;y, this should not be applied in the: IXM of tzvting sprouk My 
rugument is that if rqplar testing in being drmc, say once a week or 2 batches each WC&., 
and Lhe yame need lot is being usured, the probability for not finding the prwww of 
pathogens would be very remdc. 

ll’thc: FDA holdn all sprout growerti to the same standarda. it will elinrinak the had 

growers. However, if the FnA makes the recommendations, and dots ~llol hold cornpanics 
awountable, the cornpzmien who adhcro tu UW regulationr will be out af bWncs. They 
would no1 be able to compete with peqle who du not comply wi& the rtgulmicmns or 
rtcommundationa. You will put the good growcm out of businces, and what you will 
have left arc the bad growem. 

Again thank you in advance for any considerntioils. 

P.04 
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